JIncroBka: nHpopMalHs 32 NANHEHTA

Mazonanud Tesa 400 mg puamupann TadIeTKH
Pazopanib Teva 400 mg film-coated tablets

nasornaxHuod (pazopanib)

[TpoueTeTe BHUMATEIHO UAJIATA JIHCTOBKA, NPEAH 1A 3aM04HeTe 1a IpHeMaTe TOBA JIEKAPCTBO,

Thil KATO TH CbABbPKA BakHa 32 Bac nndopmanus.

- 3anaszere Ta3M JUCTOBKA. MOJKe J1a Ce HaJIOXKH J1a 8 NMpOoYEeTeTe OTHOBO.

- AKO UMaTe HAKAKBH JOIMBbJIHUTEIHH BBITPOCH, NonuTaite Bawus nekap wiu papmalieBT.

- ToBa nekapcTBO € npeanucaHo audHo Ha Bac. He ro npeorcrbnsaiite Ha apyru xopa. To moxe
/1a UM HaBPE/IN, HE3aBUCHMO Y€ MPU3HALIMTE HA TAXHOTO 3a00J1sBaHe ca chlIMTe KaTo Bawure.

- AKO MOJIYYHUTE HAKAKBHM HEXKEJIaHW peakiluH, yBeaomere Bawus nekap win ¢papmauest. Tosa
BKJIIOYBA M BCUUKH Bb3MOJKHH HEXKeJJaHW peaKlMU, HEOTUCAHU B Ta3H JIMCTOBKA. Brkre

TOuKa 4.
I KakBo npeacrapnsBa [1asonann0d Tesa v 3a KakBO ce U3M0J13Ba Fﬂuw“uw - MpuAOK@HUe 2
Z KakBo TpaOBa na 3Haere, npeau jaa npuemerte [lazonanud Tepa Canr Pas o 91:]1 .lD O _'l .................
3. Kak 1a npuemare [lazonanu0b Tesa e il L -
4,  Bb3MOXKHH HEXKEJIaHW PeaKLInK Paspeweriue Ne S 01 -09- 207
5. Kak na cexpausare [lasonannb Tepa | BG/MA/MP - ...... LR [, LR A
6.  ChabpkaHne Ha ONAKOBKATA M JONBIHHTENHA HHPOPMALMS | o o o o / llllllllllll ]
1. Kakso npeacrasaasa [lazonanu0d Tesa u 3a KakBO ce H310J13BA

[Tazonanu6 Tepa e BU JIEKAPCTBO, HAPEUEHO npomeunKunazen unxubumop. Jlencrsa karo 6J10KkHpa
AKTHBHOCTTA Ha NMPOTEHHH, YYaCTBALLH B pacTeka H pa3snpoCTPAaHEHUETO HA PAKOBHUTE KJIETKH.

[Tazonauun® Tea ce u3nosi3Ba NpH Bb3PacTHH 3a JICYEHHE Ha:

- pak Ha ObOpeLTe, KOMTO € HarpeaHall WK Ce € pasrpoCTpaHHIl KbM JIpYrH OpPraHu.

- orpee/ieHd BUJ0BE CAPKOM Ha MEKHMTE ThKaHH, TOBA € BHJl PaK, KOHTO 3acsira noibpxaiiure
ThbKaHU Ha TAI0TO. MOXKe 11a ce HaMupa B MYCKYJIMTE, KPbBOHOCHHTE CbhI0B€, MAaCTHaTa ThbKaH
WK APYTH ThbKaHH, KOUTO MOUIbPXKAT, 3a00UKaJIAT UITH NPEe/INna3BaT OpraHuTe.

2. Kakso TpsbBa 1a 3uaete, npean aa npuemerte Ilazonannd Tesa

He npuemaiite Ilazonann0 Tesa

- aKO CTe aJIepruyHHu KbM Ma3onaHud WiH KbM HAKOSA OT OCTAHAJIMTE ChCTABKH Ha TOBA JIEKAPCTBO
(M30poeHH B TOUKa 6).

Oo0bpHeTe ce KbM Bamns nexkap, ako MUCIHTE, Y€ TOBa ce OTHacs 10 Bac.

[IpeaynpexaeHus H NpeANna3sHH MEPKH

["oBopeTe ¢ Bawuus nekap, npeau aa npuemere Ilazonann0d Tesa:

- aKO UMaTe CbpAeYHO 3200/15BaAHE;

- aKo uMarte yepHoaApoOHO 3200/ 19BaHE;

- aKO CTE UMAJIH Chp/leYHA HeJIOCTATHLYHOCT HJIH Chp/eYeH yaap,

- aKo TMpeau CTe UMaIM KoJanc Ha Oesinre Apodose;

- aKoO CTe€ UMaJTH NpolJIEMH, CBbP3aHH C KbpPBeHE, KPbBHH ChCHPEIH HJIH CTECHH
ApTepHHTE;

- aKo CcTe UMaJIM NpolbJIeMH ChC CTOMAXA HJIH YepBaTa, KaTo nepgopayus (npod
¢ucmyna (0Opa3zyBaHe Ha HEECTECTBEH MPOXO/L MEXK/Y Y4acTblH Ha YepBaTa). \:

- aKo umare npo0JeMH ¢ IHHTOBHAHATA KJ1e3a; \

- ako umarte npodbsemu ¢ Ob0Opeunara QyHKuus;
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- AKO HMATE WIH CTE HMaAH aHeBpH3MA (pa3ilBpABaHe U 0TCIadBaHE HAa CTEHa Ha KPLBOHOCEH
CbA) WIH pa3sKbCBAHE Ha CTEHA HA KPbBOHOCEH CbA.

YBeaomerte Bamug Jexap, ako HELIO OT rOpeNoCoYeHHUTE ¢¢ oTHaca Ao Bac. Bawusat nekap we

npeueHd aanu [azonanub Tepa e noaxoasu 3a Bac. Moxe na ce Hanoxu aAa Bu ce nanpasst

AONMB/JAHHTEIHH HICJEABAHMS, 32 1a CE€ NpoBepH nanu HvOpeunTe, CHLPUETO H YEPHHAT BH npob

paboTAT NpaBHNHO.

Bucoko kpbBHO naaarane H [Iazonannbd Tena

[Tazonaun6 TeBa Moxke Aa NOBULIK KpbBHOTO BH Handrarne. BauleTo kpbBHO Hansirade e onae
M3MEPRAHO Npeau Na 3anovHere aa npuemare Ilazonannb Tepa, KakTo M 10KaTO ro npuemare. Ako
HMATE BUCOKO KPBbBHO HandaraHe, we 6b€Te IEKYBaHH C JIEKAPCTBA 32 MOHH)KABAHETO MY.

- ¥BeaoMere Bamng Jexkap, akO0 MaTe BUCOKO KPbBHO HaJIATaHeE.

AKo0 e ce NOAJIATATE HA ONepaling

BawuaT nekap uie cnpe npuema Ha [lazonaHuo Tepa Hal-Maiko 7 QHH NMpeay onepauMaTa, Thil KaTo
JIEKapCTBOTO MOXeE /12 TIOBJIMSAE Ha 3apacTBAHETO Ha paHaTa. JleueHneTo B e 3anouHe 0THOBO,
KOraTo paHara e no0pe 3apacHaina.

ChcTogHNHS, 38 KOHTO TPEOBA CheguTe
[Tazonaun® TeBa MOXe Ja BJIOLIN HAKOW CBCTOAHMA WiH 13 MPRYHHH CEPHO3ZHHM HEXKENTAHH PEaKLMH.
Hokaro npuemare Ilasonann6 Tesa Tpsabea na cnenure 3a onpefeeHn CHMITTOMH, 33 1a c€ HaMalu

PHMCKBT OT pa3BUTHE Ha NpodnemMu. Buxre Touka 4.

Jlena ¥ I0HOINH

[Tazonanu® Tera He ce nmpenopbusa NpH Xopa Ha Bb3pacT noa 18 roauHu. Bee olue He e U3BECTHO
KOJIKO foOpe AeiicTBa JieKapCcTBOTO MPH Ta3H Bh3pacToBa rpyna. Celio Taka He TpAOBa aa ce
ynorpebaBa npu Aella Ha Bb3pacT noja 2 roAMHU OT CboOpaxKeHHd 3a 0€30NacHOCT,

HApyru aexapetrBa u [Iazonannb Tesa

Tpabpa na kaxere Ha Bauing nekap Win gapMaleBT, aKO MPHEMATE, HACKOPO CTE NPHEMAIIH HIH €
BBL3MOKHO Ja MpHeMaTe ApyrH nekapcTsa. Topa BKAKOYBa OMIIKOBH AEKAPCTBA W OPYrH NEKapCTha,
KOUTO ce KymyBar 0e3 peuernra.

Hsakou nekapcTBa MOTaT Aa NOBJIUAST HAYNHA HA aeHcTBHE Ha [lazonaHu® Tera unn na nosuiiaT
PHUCKa OT Pa3BHUTHE Ha HexxenaHM peakuuu. [1azonanud Tesa Moxe ChINO 1a MNOBIHAE ACHCTBHETO Ha
HAKOM APYTH JieKapcTBa. TakHuBa ca:

- KNapHTPOMHKILIMH, KETOKOHA30/, HTPAKOHA307, PU(PaMHLIHH, TEJITHTPOMHLUWH, BOPUKOHA30]1
(U3N0N3BaHH 3a JieveHHe HA HHeKnHNA);

- aTasaHaBHp, HHAHHABUP, HEA(QHHABHP, PHTOHABUP, CAKBHHABHP (HM3MOJI3BAaHH 34 JICUEHHE HA
andexunsa ¢ XHUB);

- Heda3onoH (U3NON3BAH 33 JIeYeHHE HA AeNpPecHN),

- CHMBACTAaTHH Y BEPONTHO APYTrH CTaTHHH (M3MON3BAHM 33 JIeYeHHEe HA BHCOKH HHBA HA
X0JiecTepoaa);

- NIEKAPCTBA, KONTO HAMAJIIBAT CTOMRIUHATA KHCEIMHROCT. BUALT HA JIEKapCTBOTO, KOETO
NpHEMATE 3a HAMANIABAHE HA CTOMAlIHATA KHCETWHHOCT (Hanmp. HHXHOUTOP HA NPOTOHHATa
nomna, H2 aHTaroHUCTH WIH aHTHAUUAM ), MOXKE 1a OBIHAE HA TOBA KaK ce NpHEMa
[Masonannb Tepa. Mons koHcynTHpaiiTe ce ¢ Baiuyg nexap HIH MEAUUHHCKA CECTPa 34 ChRET.

Yeenomere Bamns JICKAPp HJIH cbapmaueﬂ"r, aKO MMPHEMATC HAKOC OT NNOCOUCHHUTC NO-Topc JICKaApCTRBA.

I1azonannd TeBa ¢ XxpaHa H HANTUTKH
He npuemaiite Ilazonannbd Tesa ¢ xpaHa, Tbi KaTO T4 NOBJAHABA HAUMHA HA YCBOABaHE
nekapcTBOTO. IIpMemaiiTe AekapcTBOTO Hal-MaJIKO ABA Yaca Cneli XpaHeHe WK €AHH 4a
XpaHeHe (BHIKTE TOYKA 3). =
He nniite cox ot rpeitndpyr, 1okato ce nekyeare ¢ Ilazonauub Tena, ToH kaTo TOBaA PL\ '

\

NOBHLIH PHCKA OT PA3BUTHC HAa HCXKCIIAHH p€aKkLHA.
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BpeMeHHOCT, KbpMeHe H (epTHIRTET
Ia3onanu® Tepa ne ce npenopbuBa, ako cre 6pemenna. E¢exrsT Ha [lazonannd Tesa no speme

Ha OpEMEHHOCT He € U3BECTEH.
- YBeaomere Bamus Jexap, ako cTe GpemenHa WM [I1aHHpaTe Aa 3abpemeHeere;

- Hinon3BaiiTe najesxxaeH METO/A 38 KOHTpauenuus, noxkaro npuemMare [lazonann0 Tesa u B
NPOALIKEHHE HA MOHE 2 CeIMHLIM Clie/l CNUpaHe Ha NMPHEMa, 3a Ja H3DerHeTe OpeMEHHOCT;
- AKko 3a6pemeneere no Bpeme Ha jgedenue ¢ [Tazonann6 Tesa, yseaomere Bauina nexap.

He xnpmere, zokato npaemare Ilazonann6 Tesa. He € u3recTHO nanun cuerapkute Ha [lazonanud
Tera npeMuHaBat B kKbpMarta. O0cbaere Tosa ¢ Bawng nekap.

ManHeHTHTE OT MBXXKH NOJ (BKIIOYHTEIHO TE3H C Ba3EKTOMMS ), KOUTO UMAT NAPTHHOPKH, KOUTO
WK ca OpeMEHHH, WM MOraT Aa 3a6peMEHEAT (BKIOUMTENHO TE3H, KOWTO H3NON3BAT APYTrH METOAH
3a KOHTpaUENnLu), TpAOBa Aa M3NoJ3BaT NPE3EPBATHBH 110 BPEME Ha fI0/0B aKT, A0KATO NpHeMaT
[Mazonanu6 Tera U B NpOALIKEHHE HA NOHE 2 CEIMMLIM CJIEA NPHEMA Ha MocleaHaTa 103a.

JNleuenuero ¢ [NazonanuG Tesa moxke 1a nosanse HA ¢peprHanTeTa. OOcpaeTe ToBa ¢ Bawung nekap.

IlHo¢upane n pafora ¢ MAIHHH

[Nazonanub Tepa Moxe Ja UMa cTpaHMYHH edexTH, KOUTO 6MXa MOTTIH 1a NOBNUAAT criocobHocTTa BN
3a wodupaHe 1 paboTa ¢ MalUMHM. |

- N3bsarsaiite wodupane wiu pabora ¢ MalllMHM, aKO ce YYBCTBATE 3aMasHH, YMOPEHU WIH c1abh,

KITH aKO YYBCTBATE, HC HAMATEC CHCPIrui.

[Mazonann6 Tesa cuALPkKA HATPHH
Tosa aexapcTBO ChAbpXkaA no-Maiko oT | mmol HaTpuii (23 mg) Ha dpunmupana Tabnerka, T.e. MoXe

[1a ce KaXke, Ye IPAKTHUYECKH HE ChAbPXKa HATPHH.
3. Kak na npuemate Iazonannd Tesa

Buuarn npuemaiiTe ToBa JieKapcTBO TOUHO KaKTO Bu e ka3aa BamHar Jexap. AKo He CTe
CHI'YPHM B Hello, nonuTtaiire Baluug nekap wnu ¢papMaLesT.

Koaxo IIazonauud Tesa 1a npuemaTe

Hazonanub Teea 200 mg purmupanu mabaemxu
IIpenopnunTeanaTa g03a e uetupu Tabnetku INasonannd Tesa 200 mg (800 mg nazonanud),

MPHETH BEAHBXK AHEBHO. TOBa € MAKCHMAJHATA AHEBHA 103a. BaliuaT nekap MoxXe 1a HaMaly
Bauara 1033, ako pa3sBueTe HeXelaHH peakiivm.

Ilazonanub Tesa 400 mg purmupanu mabremxu

IpenopbunTeAnaTa A03a € ABe Tabnetky [1azonannb Tepa 400 mg (800 mg nasonanub), npuety
REOHBX AHEBHO. ToBa e MakcuManHata AHEBHa no3a. Bawuimat aekap MoXke Ja Hamanu Baluara n03a,
aKO Pa3BHETE HEXKEIAHHN PEAKLIMH.

Kora aa npuemaTte I[1azonaunb Tesa

He npuemaijite [1azonannd Tesa ¢ xpana. [Ipuemaiite ro Hait-mMaiko ABa 4aca ci€l XpaHEHe, Wik
€ZIHH 4ac NpeAr XpaHeHe.

Hanpumep, MoxXe 1a npueMare JIEKapcTBOTO /1Ba Yaca cjiel] 3aKycKa WIIH €1KH Yac npeau odas.
[Tpuemaiire I1asonanud Tesa no eAHO M CHILO BPEME BCEKH [ICH.

e —————
‘:,,.p-"" -

[forabluaiite Tabnerkure uenu ¢ Boaa, eiHa cien Apyra. Heneitre na Wynure Win pasTpgifag o 1
TablieTKuTe, Thil KATO TOBA MOBIMABA HA HAYHHA Ha YCBOABAHE HA JIEKApCTBOTO H MO Wﬂu
s
A

PHCK2 OT Pa3BHTHE Ha HEXKENAaHH PeaKkLIHH. (( I /

]
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AKo cTe npuenn nopeve oT HeoGxoaumarta go3a [lazonanud Tesa
AKO NpUEMETE MNpeKaneHo MHOTo TabneTku, CBLPKeTe ce ¢ JeKkap HaH dapManesT 3a CHBET. AKo €
BBb3MOXKHO, [TOK&KETE UM ONAKOBKATa WIH Ta3H JIKCTOBKA.

Axo cte nponycaana aa npuemete Ilazonannb Tesa

He B3emaiiTe nBoiiHa no3a, 3a Aa KOMITIEHCHpATE NponycHaTaTa ao3a. [Ipuemere cneasaitara nosa B
obnuyaiHOTO BpeMme.

He cnupaiite npuema Ha Ilazonannb Tesa 0e3 1a cTe ce MochbBeTBAJIN

[Mpuemaiite Ilazonann6 Tesa TonkoBa gwaro, konkoro Bu e npenopvyan Bawuar .neuap He
CTIMpaidTe, OCBEH aKo TOH He BH e nocbBeTRalN.

4. Bb3IMOKHH HeXeJaHH PeaKIHH

KakTo BCHYKH JICKApCTBa, TOBa JCKAPCTBO MOXKE [1a NPCAHN3BHKA HOXKENAHH PCaKLiHH, BbIIPCKH Y€ HC |
BCCKH I'H 1oOJdy4dagea. '

Bb3MOKHH CePHO3HRA HEXKeIAHH peaxnaH

Mo3sbuen 0ToK (CHHAPOM Ha 00paTHMa NOCTEPHOPHA JIEBKOEHUEhanonaTus),

[Mazonanu6 Tepa B peakH Cyyan MOXKE Aa NPHUHHH MO3BUEH OTOK, KOHTO MOXE 1a €
KHBOTO3acTpallasall. CUMITOMHTE BKIIOYBAT:

- 3aryfa Ha peura;

- NPOMAHA B 3pEHHETO;

- rePYOBE (NpURAABLU),

- 00BPKAHOCT;

- BUCOKO KPBLBHO HAJIATAHE.

Cnpete npuema Ha [1azonann® TeBa H He3a0aBHO NOTHpPCETE MEAHIHRCKA MOMOIIL, aKO
NOAYYHTE HAKOK OT TE€3H CHMITTOMH WK aKO MNOJIYYHTE rnaBobosne, npHApyKeHO ¢ HAKOH OT Te3H
CUMITTOMH.

XunepToHHYIHa KPH3a (BHE3ANHO H CHJIHO NOBHINABAHE HA KPBBHOTO HAJNATaAHE)

[Tazonanub Tepa B peaku cnyyan Moxe Ja MPUUHHU BHE3AMHO U CHWIHO NOBHWABAHE HA KPBBHOTO
Hansrane. ChCTOSHHETO € H3BECTHO KaTO XHNEPTOHHYHA Kpu3a. BalunaT nekap ue cneau Bawero
KpbBHO Hansraxe, 1okaro npuemare [1azonanub Tesa. [IpusHanure ¥ CHMITOMHTE Ha
XHMePTOHHYHATAa KPH3a MOTraT Ja BKJIIOYBAT:

- CHJIHA rpbaHa Oonka;

- CHIHO rinaBobosine;

- 3aMBIJIEHO 3PEHHE;

- 00BPKAHOCT;

- raacHe;

- MOBpPBUIAHE;

- CHWJIHA TPEBOXHOCT;

- 3aayX;

- rbpUOBE (NMpUNAaAbLM);

- NpUMalsaBaHe.

Cnpete npuema nra [Iazonauub Tepa n He3a0aBHO NOTHPCeTEe MEAHIHHCKA MOMOIII, aKO
MOJIYYHTE XHUNEPTOHHYHA KpH3a.

Cobpaeunn npobiremnu o e
PUCKOBETE OT PA3BMTHE HA TE3H CHCTOAHUA MOXKE J1a Ca NO-BUCOKH TPH XOPA ChC ChIUECTRYBA]
chpaeueH npobiem, WK NpH XOpa, KOMTO NPHEMAT ApYrH jekapersa. JlokaTo npuema
Tera e By npocnenssar 3a HaiM4uKue Ha CbpJACUHH NPOONEMH.
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Hapywenue na cvpoeurnama Qyuxkyust/copoeuHa HedocmamvyHocm, CbpOeyen unpapkn
[Tazonaund TeBa Mmoxke na noeauae padorara Ha CHPUETO WIH A3 NOBULIH BEPOATHOCTTA Aa NMOJTYUHUTE
cbpaeucH MHpapkr. [IpU3HaLMTE H CHMITTOMMTE BKIIIOUBAT:

- HENPABHJIEH HIIH YCKOPEH ChpAeUYeH PHTHM;

- cbpLedueHe;

- nNpUMansiBaHe;

- rpeAHa OONKa WM TEXECT B MbPAHTE;

- bonka B pbleTE, rbpbda, BpaTa WiH YEJIOCTTa;

- 3a8yX;

- OTOK Ha Kpakara.

IMoTbpceTe He3a0aBHO MEAHNMHHCKA MOMONI, AKO NOTYYHTE HAKOH OT TE€3H CHMITTOMM.

IIpomenu 6 copoeunus pumvm (yowvaxcaeane na QT unmepesaia)

[Tazonann6 Tera Moke 1a NOBIHAE ChPACYHHA PUTBM, KOETO MPH HAKOH XOpa MOXE f1a NpepacHe B
MOTEHLIHAITHO CEPHO3HO ChPAEYHO CHCTOAHHE, H3BECTHO KaTo forsade de pointes. ToBa moxe aa
JOBEJE 10 MHOTO YCKOpPEH ChpAeveH PHTBEM, KOUTO Aa NPHYUHM BHe3alHa 3aryba Ha chb3HaHHeE.
YBeaomere Bamus aexap, ako 3a0enexure HAKAKBH HeOOH4YAAHA MPOMEHH B ChpAe4HHS CH
PHTBM, KaTO TBBPAE OBp30 UK TBLpAE 6aBHO OHeHe.

Hucyar

[Mazonann6 TeBa Moxe Aa NOBHLINW BEPOATHOCTTA Aa NOJMYUYUTE HHCYIT. [lpU3HaLUTE U CHMNTOMMUTE
Ha HHCYJT MOraT Aa BKJIKOUBAT:

- M3TPBIBAHE WAK ¢NaboCT HA eIHaTa CTpaHa Ha TANOTO;

- 3aTPYAHEH rOBOp;

- rnasodonuc;

- 3aMasHOCT,

IMoThpceTe He3a0aBHO MEeJHIHHCKA NOMOIIL, aKO NONYYHTE HAKOH OT TE€3H CHMITTOMH.

KnpBene

[Mazonauub Tepa Moxke na NPUYMHH TEXKKO KbPBEHE B XpPaHOCMHJATE/IHATA CHCTEMa (KaTO CTOMaXx,
XPaHOIPOBO, PEKTYM WK 4epBa), Hiu B benure Apodose, OLOpeLUTe, ycTaTa, BIarajtiiero u
MO3bKa, BBIIPEKH Y€ TOBA HE C€ CJTYUBa HecTo. CHMITOMHUTE BKAIOYBAT:

- KPbB B U3NPAKHEHUATA WIH YEPHH U3NPANKHEHHSA;

- KpbB B YPHHATA;

- cToMaLlHa DOnKa;

- KaUUISHE WIH NOBPBIAHE HA KPbB.

IHoThpceTe He3a0aABHO MeAHIIHHCKA MTOMOII, AKO NOJIYYHTE HAKOH OT TE€3U CHMITTOMM.

Ilepgopauns n pucryna

[Tasonanu6 TeBa moxe na npeausBrka npobus (nepdopaling) Ha CTOMALLHATA WIM YpPEBHATa CTEHA
WIH Pa3BUTHETO Ha HEECTECTBEHA BPb3Ka MEXKAY ABE YaCTH HA XpaHOCMMUIIATE/IHATA CHCTEMA
(bucrtyna). [IpuzHauuTe U.CUMITOMUTE MOTAT Ja BKIIIOYBAT:

- CWJIHa cTOMallHa 60/Kka;

- ragcHe W/ WK NOBPBLUIAHE;

- BHCOKA TEMIepaTypa,

- obpa3zyBaHe Ha oTBOp (nepdopailni) B CTOMAaXa, THHKOTO WM Ae0eN0oTO 4epBo, OT KOATO ce
OT/ZieN11 KbpBaBa WJIH HEMPHATHO MHpPHLIELLA HOMH.

IHoTnhpceTe He3abaBHO MeAHHHHCKA MOMONI, AKO NOJYYHTE HAKOH OT TE€3U CUMITTOMM.

Yeproapobun npodiremnu
[Mazonanu® Tesa Moxe na npeausBuka npobieMM ¢ yepHusa apob, KOWTO Morar aa JoBea
Pa3BUTHETO HA CEPHO3HHU ChCTOAHHS KAaTO HapyLIECHHE HA YepHOOpoOHaTa (GYyHKLIHA H
HEeJOCTaTBYHOCT, KOSTO MOXeE Ja AOBEAE A0 CMBbPT. BalIMAT Jlekap 1ue NpoBepaBa ye
€H3UMH, J0KaTo npueMare [lazonaund Tepa. [Ipy3HaLTe H CHMNTOMUTE, Ye YepH
GYHKUMOHUPA NPAaBUIIHO MOraT Ja BKIIIOYBAT:

- NOXKBbATABAHE Ha KOXKaTa WIH Ha OAJI0TO HA O4UTE (OKBATCHHULA);

- TbMHa YPHHA,
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- yMopa;

- raficHe;

- NOBpbIUAHE;

- 3ary0a Ha aneTur;

- Oonka B ASCHATA 4acT Ha cToMaxa (kopeMa);

- NIECHO NOyyaBaHe Ha CHHHHH.

IloTbpceTe He330aBAO MeAHIIHHCKA MOMOII, KO NMOMYUUTE HAKOH OT TE3H CUMITTOMH.

KpbBHE cheHpellH

[Tvaboxa senozna mpomboza (BT) u 6enodpoben mpomboembonruzom

[Nazonann® TeBa Moxe na npean3BHKa 0Opa3yBaHETO HA KPbBHH ChCHpELM BbB Baluure BeHu,
ocobeHo Ha KpakaTa (asaboka BeHo3HA TpoMOO03a), KOMTO MOraT ChLIO Taka Aa ¢e NPUABHXKAT KbM
6enure apobose (Genoapobua TpomOoembonus). [IpU3HaLMTE U CHMITTOMMTE MOTaT Ja BIJIIOYBAT:
- OCTpa rpbaHa Oonka;

- 3aAyX;

- YCKOPEHO AHLIAHE;

- Hoinka B Kpaka;

- OTOK Ha pblIETe H AJTAaHWTE HWIIM Ha KpaKaTa U cThnanara.

Tpombomuuna muxpoanzuonamust (TMA)

[Tazonanub TeBa Moxe aa npean3Brka 00palyBaHeTO HA KPbBHH CHCHPEUM B MAJIKHTE KPbBOHOCHH
Ch0BE Ha OBOpeLiHTe U MO3bKa, MPHAPYXEHO OT HaMAIABaHE Ha 6pos Ha YEPBEHHTE KPbBHH KIETKH
H KJIETKHUTE, yYacTBallld B KPBBOChCHPBaHETO (TpomMOOTHYHA MUKpoaHrHomnaTHd). [1pu3nanure 1
CHMIITOMMTE MOTAT [a BKIIOYBAT:

- JIECHO NOJTy4aBaHe Ha CUHHUHH,

- BUCOKO KPBLBHO HAJATAHE;

- BUCOKA TEMIEpaTypa;

- oOBLpKaHOCT;

- 3aMasHOCT;

- rbpuoBe (NMpUnagbLn);

- NOHWKEHO OTAENAHE HA YPUHA.

IoTnpcere ne3abaBuo MeARIMACKA NOMOIL, AKO MOJTYYHTE HAKOH OT TE€3H CUMIITOMM.

CuEApPOM HAa TYMOpER pa3naj

[Tazonanub Tesa Moxe fa MPHYHHH OBP30 pasrpakaaHe Ha PAKOBHUTE KJIETKH, KOETO Na OBEAE 110
CHHIPOM Ha TYMOPEH pa3Mnaj, KaTo TOBa MPpU HAKOM XOpa Moxe Aa € patanHo. CHMIITOMHTE MOXKeE 113
BKJIIOYBAT HEpaBHOMEPEH NYJIC, IbpuoBe (NMpUNaabiK), 0OBLPKAHOCT, MYCKYJIHH KPpaMNH HIH CNa3MH,
WIW HaMalleHO KoaUHuecTBO ypHHA. [loThpceTe He3ab0aBHO MEAHIMACKA OOMOLLL, AKO NONYYHTE

HAKOH OT TE€3U CUMITTOMH.

Hudexunn |

HNHpexunure, Bb3IHMKBALIHM NO BpeMe Ha npHeMa Ha [lasonanub Tepa € BE3MOXHO A2 craHar
cepHo3HH. CHMNTOMUTE Ha HHPEKLMUTE MOraT Jia BKIOYBAT:

- BHCOKa TEMAEpaTypa,

- rpunonoAcOHU CHMITOMM KaTo KalIHLa, ymMopa U O0JIKH NO TA10TO, KOHTO HE OTMHHABAT;
- 3ayX W/WIH XpHROBE;

- 00J1Ka NpH ypUHHpaHe;

- MOPA3BAHMA, 0XKYJIBAHHA WIM PaHH, KOMTO Ca 3a4E€PBEHH, TOIUIH, OTOYHH WK OOJIE3HEHH.
IoThpceTe He3a6aBHO MeAHIIHHECKA NOMOII, AKO NMONYYHUTE HAKON OT TE€3H CHMITOMM.

Buinanenne na 6eanve apofose
[MTazonanu6 Tepa B peakM cniyyan MOxXe 1a NPUUYKHHK Bb3naleHue Ha Oenute apobose
(nHTEepcTHUMANTHA GenoapobHa 6onecT, MHEBMOHHT), KOETO MPH HAKOU XOopa MoXkKe
cMBpT. CHMITTOMHWTE BKJIOYBAT 3aAyX WM KalLIKLA, KOMTO He oTMHHaBaT. Jlokaro
[Tazonaun6b Tesa, e 6baeTe npernexaany 3a npobnem ¢ 6enure apodose. i
[Torbpcere He3abaBHO MeAHIHHCKA NOMOIL, AKO MOJYYHTE HEKOH OT TE3H CHM

L
.
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[IpobaemMHu ¢ MHTOBHAHATA XKJe3a

asonanu® Tesa Moxe Ja NOHHXKH HUBATA HA UIMTOBHIHUTE XOPMOHH, NMPOU3BEKAaHU oT Bailus
opraHu3bM. ToBa moxe Aa JoBeaE A0 NOBHILIABAHE Ha TEMNIOTO M yMOpa. JloKaTo cT¢ Ha neueHHe ¢
[Tazonanu6 Tesa, wwie O6baaT U3caeABaHK BMBATa Ha WHTOBUAHUTE XOpMOHH. HRdopmupaiiTe
Bauina nekap, ako zadenexure 3HaUUMO Ha/U1aBaHE HA TErNo WIH yMopa.

3aMBLIIEHO HIIH HAPYLIEHO 3peHHe
[Taszonauu6 TeBa MoOXKe Ja MPHYKMHU OTAENSHE WIH pa3KbCcBaHE Ha BLTPEIIHATA OOBHBKA HaA OKOTO

(OT/IenBaHe WIH pa3KbCBaHe HA peTHHaTa). ToBa MOXKE Aa A0BeAe A0 3aMBIVIEHO WIH HApYLIEHO
3PEHHE.
YBeaomere Bamug aexap, ako 3a0enexxure HAKAKBA NMpoMsHa BbB BawueTo 3penue.

Bb3MOXKHHE HEKEJAHE PEAKIHH (BKIIOYHTEIHO BE3MOKHE CEPHO3HH HeXKe/IAHH PeakNHH B
ChOTBETHATA KATETOPHA MO Y€CTOTA).

MHOro 4eCTH HeXKeJIAHH peaklHu (MoraT Aa 3acerHatr nose4e ot 1 na 10 ayum):
- BHCOKO KPBLBHO HanAraHe;

- JHapus;

- rajeHe WiM NOBPBIIAHE;

- cTOMailiHa 6onka;

- 3aryba Ha aneTur;

- 3ary0a Ha Terno;

- HapyILLIaBaHe Ha BKyca Wid 3aryba Ha BKyca;

- Bb3IaJICHHE HA yCTaTa,

- rinapobonue;

- TyMOpHa bonka;

- JIMTICA HA eHeprus, ycelllaHe 3a ¢nadocT WK yMopa,

- MPOMEHH B LIBETA HA KOCATa,;

- HeoOWyaiHa 3aryba Wiy W3TbHABAHE HA KOCATa,

- 3aryfa Ha KO)KE€H MUIrMEHT;

- KoXeH oOpuB, BL3IMOXKHO € Aa BKIIOYBA M3MIOLBAHE HA KOXKATAa;

- 3a4epBABaHe H NOAYyBaHE Ha IJIAHHTE HA PbLETE WIM CThNANaTa Ha Kpakara.
VeeaomMerte Bamua jexap HiH GpapMaleBT, aKO HAKOA OT TE3H HEXKENAHH peakUy 3anodHe na Bu
H€e3noKoM.

MHEOro 4ecTH HeKeJAHH PeaAKUHH, KOHTO MOTAT Aa ¢e HAa0N10AaBAT B KPbBHHTE H3C/EABAHHSA

HJIH H3C/IeIBAHHATA HA YPHHATA:

- NOBHKLLABAHE HA YePHOAPOOHHUTE CHIHMMU;

- NOHWXKaBaHE Ha aI0yMHHA B KPLBTA;

- Oe/ITBK B ypHHaTa,

- NOHWXaBaHe Ha OpoA Ha TPOMOOLMTUTE B KPBBT& (KIIE€TKH, KOMTO CNOMArar 3a CbCHpPBAaHETO Ha
KpbLBTA);

- NoHHXKaBaHe Ha OpoA Ha OCITUTE KPbBHU KNETKH.

YecTH HeXKeJIAHH peaKlHH (Morar aa 3acerHat 20 1 na 10 ayun):

- 0O XpaHOCMWIAaHe, NOAYBaHE, Fa30Be;

- KbpBEHE OT HOCA,;

- CYXOTa B yCTaTa WM adTH B yCTaTa;

- HH(PEKLIMY;

- HeoOHWuaiiHa ChHIHBOCT,

- TPYAHO 3aCNIHBAHE;

- rpbaHa 6onka, 3aayX, Oonka B KpakaTa W MoAyBaHe Ha Kpakara/cTenanara. Tosa MoXe
NpHU3HaLHK 33 KPbBEH CHCUPEK BB BaweTo Tano (TpomMboeMb0oan3bM). AKO CBbC
OTKbCHE, TOH MOXeE Aa A0CTHrHe 1o beaute Bu npobose, koeTro Moxe aa €
YKUBOTO3ACTPALLABALLO WM JOPM C (paTaneH Kpaw;

- CBHPLETO CTABA NO-MAIKO €PEeKTHBHO NPH H3TNIOMIIBAHE HA KPBB KBM TAJIOTO

nuchyHKUHA ),
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- faBeH cbpAeveH PUTBM;

- KbPBEHE B YCTaTa, peKkTyMa unu denure apodose;

- 3aMafsHOCT;

- 3aMbIJIEHO 3peHue;

- rOopeLly BbJIHH;

- NoAyBaHe, MPUUUHEHO OT 3aAbPXKAHE Ha TEYHOCT B JIMLETO, PbLUETE, MNE3EHHTE, XOANNATa WIH
KJIEMa4yMTE;

- MpaByuKaHe, ¢1a60CT WK M3TPBIIBAHE HA [UIAHHTE, PBLETE, KPAKaTa HIIH CThIANATA;

- KOXXHH HapyllIEHHUA, 3a4EpBABaHE, CbPOEK, CyXa KOXa;

- HapYLUE€HHS Ha HOKTHTE;

- KOXHO ycelllaHe 3a napeHe, OolkaHe, CbpOex Wid MpaBy4KaHe;

- ycellaHe 3a CTy[, C TpenepeHe;

- MPEKOMEPHO NMOTEHE;

- oexuaparaius; |

- MYCKYHa 6osika, cTaBHa §onka, 60/Ka B CyXOKMIIMATA MITH IpbAHa 00JKa, MyCKY/IHH CNa3MH;

- Apesras rjaac;

- 3aYX;

- KaLnLa;

- KallgHE Ha KPbB;

- XbllLlaHe;

- chOMpaHe Ha Bb3AYX Mexay Oenns apod M rpbaHaTa CTEHA, KOETO YECTO € NMPAYHHA 33 3a]1yX
(MTHEBMOTOPAKC).

Yeeaomere Bamna Jexap nian ¢papManeBT, aKO HAKOA OT TE3U HEXKENAHKW PeaKiUyH CTaHe

00e3noKoHTENHA.

YecTH HeXeNAHA PeaKIHH, KOHTO MOraT /1a ce Ha0moaaBaT B KpLBHHTE H3C/1€1BAHHS HJIH

H3CJIeABAHHATA HA YPHHATA:

- NOHMKEHA PYHKLIMA Ha LIIMTOBUAHATA XKJ1€34;

- OTKJIOHEHHA B YEPHOAPOOHATAE QYHKLIHA;

- MOBHILIABaHE Ha OMIHpYOHHA (BELIECTBO, KOSTO CE€ NPOU3BEkKAa B YEPHHA Ap0D);

- MOBHLIABaHE Ha JIHNa3aTa (€H3UM, KOHTO y4acTBa B XpaHOCMWIIAHETO);

- MOBHLIABaHE Ha KPeaTHHHHA (BELIECTBO, KOETO CE NPOH3BEKAA B MYCKYJIHTE),

- NMPOMEHH B HMBATA Ha Pa3IU4HMU APYTH XMMHYHHU BelleCTBa/€H3WMH B KpPBBTA. Balumar nekap
e Bu uHgopmupa 3a pe3yaTaTUTE OT KPBBHHTE H3CEABaHNA.

HeuecTH nexenann peakuun (Morat aa 3acerHart ao 1 ma 100 qyuu):

- HHCYNT;

- BPEMEHHO HAMAJIABAHE Ha KPbBOOPOCABAHETO HA MO3bKA (MPEXOAHO HapYLIEHHE HAa MO3BUHOTO
KpBbBOOOpalleHHE);

- NMPEKbCBAHE Ha KPBBOOPOCABAHETO HA YACT OT CbPLETO WK ChpAeUcH yaap (MHOKapaeH
MH(apKT); |

- 4aCTHUYHO NMPEKBCBAHE HA MPHUTOKA Ha KPbB KbM YacT OT ChPUETO (MHOKApAHA UCXEMHA);

- KPbBHH ChCHpPELH, MPUIAPYXEHH ¢ HAMAIABAHE HA YEPBEHHTE KPBBHH KIETKH H KIIETKHTE,
y4acTBaLlH B KPbBOCLCUPBAHETO (TPOMOOTHYHA MHKpOaHrHonaTus). Te3n KpbBHH ChCHpELH
MOraT Ja YBpeAAT OpFraHH KaTo MO3bKa H OL0peumre;

- oOBHILIaBaHe Ha OpoA Ha YepBEHMTE KPbBHH KIETKH;

- BHE3aMEeH 3a/1yX, 0c00EHO KOraTo € NPUAPYkKEH OT ocTpa 60/1Ka B bPAUTE W/HIH YUECTEHO
avwaxe (6enoapoden eMOONHIBM);

- TEXKO KbPBEHE B XpaHOCMUIIATESTHATA CHCTEMA (KaTO CTOMAX, XPaHONpPOBO WIH YEPBa), HH B
6vOpeumTe, BnaranmueTo Hin MO3bKa;

- HapylIeHHE Ha Cbpae4YHHA puTbM (yADkaBaHe Ha QT unTepBana);

- npobne (nepdopauys) Ha cToMaxa HIH YEpBaTa,;

- obpasyBaHe Ha HEECTECTBEHH KaHAIUETA MEXIY Pa3IHYHH Y4aCTblH Ha 4e

- TEKKH WIH HEPEAOBHH MEHCTPYANHH LIMKIH, il

- BHE3AMHO OCTPO NOBHIIaBaHe HAa KPHBHOTO HANAraHe (XunepTeH3HBHA Kpﬂl\a AR

- BL3NANEHHE HA NaHKpeaca (NaHKpeaTHT); N

- BB3NATEH, HENPABWIHO GYHKLMOHUPALL WIH YBpeAeH HepeH apob;
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- MOXKBJATABAHE Ha KOXkaTa Wiy OsnaTa 4acT Ha OYHTE (KBIITCHHLIA);
- BB3NAJEHHE Ha KOPEMHHLIATA (NEPHTOHWUT);

- OTAEeNSHE Ha TEYEH CEKPET OT HOCa;
- oOpHBH, KOUTO MOraT J1a ca cbpOALIM WM Bb3NaleHH (TUIOCKH WK HAUTHATH ITHIKKH HIH

MEXYpH);
- YCCTH M3XO0XKITAaHHA,
- NOBHULLICHA YYBCTBHTC/IHOCT Ha KOXAaTd KbM CITbHYCBA CBCTJIHHA,
- HaMalcHa CCTHBHOCT HAd KOXKaTa,
- KOXXHa paHa, KOATO HC 3a3/1paBABa (naaa Ha KO}I{aTa).

Peaxa Hexeaann peaxuun (Morar aa 3acerHar ao 1 ma 1 000 qyum):

- Bbh3najieHHUe Ha Oeaunre ApodoBe (MHEBMOHHMT);
- pasypABaHe W oTcnabraHe HA CTEHA HA KPbBOHOCEH ChJl WIH Ppa3KbCBAHE HA CTEHA HA

KPBBOHOCEH CbJl {(AHEBPH3MH W apPTEPHATHU AUCEKALIHH ).

C HeH3BECTHA 4eCTOTA (OT HAJIMYHUTE NaHHK He Moe Aa Obae HanpaBeHa OLEHKa):
- CHHIPOM Ha TYMOpEH pa3najl B pe3yaTaT Ha Obp30 pa3rpaxJaHe Ha paKOBUTE KIIETKH;
- YepHOApOoOHA HEAOCTATHUYHOCT.

CrnolOimaBane Ha HeXKeJIAHH PEAKIHH

AKO NMOJIyuHUTe HAKAKBHY HEXEJIaHH JIEKAPCTBEHH peakuuy, ypeaomere Bamus jgexap niam
dapmanenT. TOBa BKIIOYBA BCHYKH B3MOXXHH HEOIHCAHH B Ta3U NUCTOBKA HEXE/IAHH PEaKkLH.
MoeTe Chl0 Aa ChOOIIMTE HeXKENaHH PEAKLKHA AUPEKTHO upe3 U3nbnHUTENHA areHUns no
nekapcraara, yi. ,.Jlaman I'pyes” Ne 8, 1303 Codus, Ten.: +359 2 8903417, yebeaitt: www.bda.bg.
KaTto cboOlaBare HeenaHH peakiLi, MOKETe J1a JaIETe CBOA MPHHOC 38 MOTyYaBaHe Ha MOBEYE
HHpOpMaLIMA OTHOCHO 0€30MacHOCTTa Ha TOBA JICKAPCTBO.

5. Kak na coxpannaBate Iazonanub Tesa
Jla ce cbXpaHaBa Ha MACTO, HEAOCTBLITHO 3a AeLa.

He nanoa3sBaiiTe TOBA JEKAPCTBO CJie CPOKA HA I'OJHOCT, O0TOENS3aH BBPXY OnucTepa, OyTHUnkara
H KAPTOHEHATa oMnakogrka ciefll ,,J oaen 10:". CpoKbT Ha rOAHOCT OTIroBaps Ha NOCNEAHUS AEH OT
NOCOUCHHA Mecell.

ToBa nexapcTBO HE H3HCKBA CHELUMATTHY YCIIOBHA 33 CHXPAHCHHE.

He HSXB’bpﬂﬂﬁTe JICKApCTBATa B KAaHA/IM3aLlUATA HIIK B Komﬁuepa 3a 1OMaHIHH OTNaadbLH.
l'lonumﬁTe Bauinsa (l)apMﬂLlEBT Kak Aa H3XBBPJIATE JICKaApCTBaTa, KOHTO BCHC HC H3MON3BaTC, Tesu

MEPKH L€ CIOMOTHAT 33 ONA3BaHE HA OKOJIHATa cpeja.
6. ChbAbpxande HA ONAKOBKATA H JONLJIHHTENHA RHpOPMALHA
Kakso cbabpoka [azonanué Tesa

- AKTHBHO BelLEeCTBO: Na3onaHxbd (KkaTo xuapoxJopua)

Beaxa dunmupana tabnerka cbAbprka na3zonaHud XUapoxaopHa, €KBuBaneHTeH Ha 400 mg
naszonaHud.

nosyaoH K30 (E1201) MarHe3neB cTeapar (E470b)

OurnMoBo NokpuTHe: Xxunpomenosa (E464), ruranos auoxeua (E171), maxporon
nonucopdar 80 (E433)
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Kak m3rnexaa [1azonannb TeBa H KAKBO ¢CBHABPKA OLHAKOBKATA

[azonann6 Tesa 400 mg ¢unmupadn TabneTku ca npoALAroBarty, beny, ¢ BATLOHaTO penedHo
o3HayeHue “400” oT eanara cTpaHa, ¢ npubnulvurennu pasmepu 18,0 mm x 7,1 mm.

Te ce nocTaBaT B npo3payin AnyMHHUR-PVC/PE/PVDC 6nuctepn no 30, 60, rpynosH onakoBKH NoO
60 (2 onakosku no 30), 90, rpynoeu onakosku no 90 (3 onakoexu no 30) punmupaHn TabAETKH.
Hanuunu ca u 8 6en HDPE 6yTunky ¢ 6a5a NoJHNpONUIEHOBA Kanayuka, 3alllUTeHa oT AcLa,
ceabpxaina 30, 60 u rpynoea onakoska no 60 (2 onakosxu no 30) TabaeTkH.

He BCHUKH BUIOBE ONAKOBKH Morat a ObJaT ITyCHaTH Ha nasapa.
IpHTeXATE HA PA3PEIIEHAETO 32 YHoTpeda H NPOH3IBOAHTE!]

IIpuTexaTes HA pa3peHIeHHETO 3a ynovrpeda
Teva B.V.

Swensweg 3

2031 GA Haarlem

Huaepnanansa

IIpon3soanTenn

Remedica Ltd

Aharnon Street, Limassol Industrial Estate
L.imassol 3056

Kumsp

PharOS MT Ltd.
HF62X, Hal Far Industrnial Estate
Birzebbugia BBG3000

Manta

Tosa JexapcTBo e pazpemieno 3a ynorpeba B AbpxaBATe — WeHKH Ha EBponeiickoTro
HKOHOMHYECKO NPOCTPARCTBO NOA CJIe/JHHTE HMEHA:

brarapns [Tasonann® Tera 400 mg dunmMupaHy TabneTkH
Ecronus Pazopanib Teva '

XbpBaTHi Pazopanib Teva 400 mg filmom obloZene tablete
YHrapus Pazopanib Teva 400 mg filmtabletta

JluTea Pazopanib Teva 400 mg plévele dengtos tabletés
PyMbHuUS PAZOPANIB TEVA 400 mg, comprimate filmate
CnoBakusg Pazopanib Teva 400 mg

Mepums PAZOPANIB/TEVA

QpaHLus PAZOPANIB TEVA 400 mg comprimé pellicule
Hpnanaus Pazopanib Teva 400 mg Film-coated Tablets
Hranus Pazopanib Teva

Huaepnanans Pazopamb Teva 400 mg, filmomhulde tabletten
[TopTyranus Pazopanib Teva 400 mg comprimidos revestidos por pelicula
CnoBeRus Pazopanib Teva 400 mg filmsko obloZene tablete

JlaTa na nocjieaHo npepasriaekiaHe Ha JHCTOBKATA
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